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RULES  AND  REGULATIONS 


Title  20 — Employees’  Benefits 

CHAPTER  III— SOCIAL  SECURITY  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

[Reg.  No.  5,  further  amended] 

PART  405— FEDERAL  HEALTH  INSUR¬ 
ANCE  FOR  THE  AGED  AND  DISABLED 

Principles  of  Reimbursement  for  Provider 

Costs  and  for  Services  by  Hospital- 

Based  Physicians 

Determining  Allowable  Cost  for  Drugs 

On  January  20,  1975,  there  was  pub¬ 
lished  in  the  Federal  Register  (40  FR 
3219)  a  notice  of  proposed  rule  making 
with  a  proposed  amendment  to  Subpart 
D  of  Regulations  No.  5  (20  CFR  Part 
405),  regarding  the  allowable  cost  for 
any  drug  that  is  a  multiple-source  drug 
and  providing  that  such  allowable  cost 
may  not  exceed  the  cost  that  would  have 
been  incurred  if  the  drug  had  been  ob¬ 
tained  from  the  lowest-priced  source  that 
is  widely  and  consistently  available, 
(whether  sold  by  generic  or  trade  name) 
or  the  maximum  allowable  cost  estab¬ 
lished  by  the  Department,  consistent 
with  regulations  on  the  “Maximum  Al¬ 
lowable  Cost  for  Drugs”  (45  CFR  Part 
19) ,  proposed  by  the  Secretary  of  Health, 
Education,  and  Welfare  and  published  in 
the  Federal  Register  on  November  15, 
1974  (39  FR  40302).  The  proposed 
amendment  provided  that  a  list  of  multi¬ 
ple-source  drugs  and  their  maximum 
allowable  costs,  and  periodic  revisions 
of  such  list,  would  be  published  in  the 
Federal  Register.  The  maximum  allow¬ 
able  cost  limitation  would  not  be  applied 
to  an  individual  drug  until  that  particu¬ 
lar  drug  has  appeared  on  the  list. 

The  proposed  amendment  provided 
that,  for  purposes  of  reimbursement  to 
providers  under  the  Medicare  program, 
the  allowable  cost  for  a  multiple-source 
drug  could  not  exceed  the  lesser  of  (1) 
the  actual  cost,  (2)  the  amount  which 
would  be  paid  by  a  prudent  and  cost-con¬ 
scious  provider  if  the  drug  had  been  ob¬ 
tained  from  the  lowest-priced  source 
which  is  widely  and  consistently  available 
(whether  sold  by  generic  or  trade  name) , 
or  (3)  the  applicable  maximum  allowable 
cost  for  such  drug.  The  drug -ingredient 
costs  incurred  in  the  purchase  of  multi¬ 
ple-source  drugs  which  are  in  excess  of 
such  allowable  cost  that  would  have  been 
incurred  in  purchasing  multiple-source 
drugs  would  be  disallowed.  The  cost  of 
drugs  not  appearing  on  the  list  would  also 
be  evaluated  by  intermediaries  so  that 
the  allowable  cost  of  such  drugs  does  not 
exceed  what  a  prudent  and  cost-con¬ 
scious  buyer  would  pay  for  the  given 
drugs. 

It  is  recognized  that  providers  pur¬ 
chase  drugs  from  manufacturers,  whole¬ 
salers,  or  retail  pharmacies,  or  from  a 
combination  of  these  sources.  Therefore, 
the  proposed  amendment  provided  that, 
in  determining  what  a  prudent  and  cost- 
conscious  provider  would  pay  for  the 
lowest-priced,  multiple-source  drug 
widely  and  consistently  available,  the  cost 
of  the  drugs  specified  in  the  list  would  be 
evaluated  in  terms  of  the  similar  quanti¬ 


ties  and  the  similar  purchasing  arrange¬ 
ments  at  which  the  drugs  were,  in  fact, 
purchased.  The  effectiveness  of  the  pur¬ 
chasing  practices  of  providers  would  be 
reviewed  periodically  to  determine  com¬ 
pliance  with  provisions  of  this  regulation. 
Based  on  these  reviews,  the  Social  Secu¬ 
rity  Administration  would  continue  to 
evaluate  the  necessity  for  establishment 
of  more  extensive  guidelines,  at  the  same 
time  avoiding  burdensome  recordkeeping 
requirements  for  providers  where  no  sig¬ 
nificant  savings  would  accrue  to  the 
Medicare  program. 

Interested  parties  were  given  60  days 
from  the  date  of  publication  of  the  notice 
of  proposed  rule  making  in  which  to  sub¬ 
mit  data,  comments,  or  suggestions 
thereon.  Since  most  of  the  comments 
were  directed  to  the  Secretary,  more  de¬ 
tailed  comments  are  found  in  the  pre¬ 
amble  to  the  Department’s  regulations. 
Comments  and  suggestions  received  with 
regard  to  the  Social  Security  Adminis¬ 
tration  Notice  of  Proposed  Rule  Making, 
responses  thereto,  and  changes  in  the 
proposed  regulation  are  summarized 
below. 

Drug  Equivalency  Issue. — By  far,  the 
largest  number  of  comments  that  were 
received  expressed  concern  whether  all 
drugs  subject  to  the  regulation  are,  in 
fact,  equivalent  products.  As  provided 
for  by  45  CFR  Part  19  on  the  maximum 
allowable  cost  (MAC)  for  drugs,  pub¬ 
lished  in  the  Federal  Register  by  the 
Department  of  Health,  Education,  and 
Welfare  (40  FR  32283),  a  Pharmaceuti¬ 
cal  Reimbursement  Board  will  be  cre¬ 
ated  to  identify  those  multiple-source 
drugs  for  which  there  are  significantly 
different  prices  charged  by  various  prod¬ 
uct  formulators  or  labelers.  The  Board 
will  publish  in  the  Federal  Register  a 
listing  which  will  identify  those  multiple- 
source  drugs  which  will  be  subject  to  the 
maximum  allowable  cost  (MAC)  limita¬ 
tions,  and  establish  the  MAC  limitation 
for  those  drugs.  The  criteria  which  the 
Board  will  use  in  developing  the  list  will 
be  prescription  volume,  extent  of  price 
differences,  and  quality.  Responsibility 
for  quality  assurance  will  reside  in  the 
Food  and  Drug  Administration.  A  more 
detailed  response  to  the  equivalency  issue 
may  be  found  in  the  preamble  to  the 
Department's  regulations  regarding 
maximum  allowable  cost  for  drugs  (40 
FR  32283). 

In  addition,  it  should  be  recognized 
that  these  regulations  do  not  mandate 
use  of  any  specific  drug — the  partici¬ 
pating  hospital  pharmacies  need  only  to 
comply  with  hospital  and  State  prescrib¬ 
ing  practices.  Section  405.433  of  Regula¬ 
tions  No.  5  of  the  Social  Security  Ad¬ 
ministration,  which  is  set  forth  below, 
merely  prescribes  limits  which  are  set  on 
the  reasonable  cost  reimbursable  by  the 
health  insurance  program  for  the  multi¬ 
ple-source  drugs. 

Exception. — Many  comments  expressed 
concern  with  the  provision  for  the  phy¬ 
sician’s  waiver.  The  main  concern  was 
that  the  physician  was  required  to  cer¬ 
tify  that  only  a  specific  brand  of  drug 
could  be  tolerated  by,  or  would  be  effec¬ 


tive  for,  a  particular  patient,  before  the 
restriction  on  allowable  cost  for  multiple- 
source  drugs  could  be  waived.  It  was 
pointed  out  that  a  physician  could  never 
be  certain  that  his  patient  could  tolerate 
(or  would  realize  a  therapeutic  effect 
from)  only  one  particular  brand,  without 
testing  all  brands  of  a  specific  drug  on 
the  patient.  For  this  reason,  the  regula¬ 
tion  has  been  revised  so  that  the  excep¬ 
tion  will  be  granted  with  respect  to  a 
particular  brand  product  if  the  physician 
certifies  in  his  own  handwriting  that  that 
specific  brand  is  medically  necessary  for 
his  particular  patient. 

Clarification  on  Charging  Beneficiar¬ 
ies. — The  question  was  raised  whether 
beneficiaries  could  be  charged  the  dif¬ 
ference  between  the  amount  reimbursed 
by  the  health  insurance  program  for  a 
drug  and  the  higher  cost  incurred  for  the 
actual  drug  dispensed.  The  regulation  has 
been  clarified  to  explicitly  state  the  bene¬ 
ficiary  may  not  be  charged  for  such  dif¬ 
ference.  A  more  detailed  explanation  of 
the  Department’s  response  to  this  com¬ 
ment  is  found  in  the  preamble  to  the  De¬ 
partment’s  regulations  (see  40  FR  32283 ) . 

Although  the  Department’s  regula¬ 
tions  have  been  changed  to  limit  reim¬ 
bursement  to  the  lowest  of  (i)  the  maxi¬ 
mum  allowable  cost  of  a  drug;  (ii)  the 
acquisition  cost  of  the  drug;  or  (iii)  the 
provider’s  usual  and  customary  charge 
to  the  public  for  the  drug,  it  is  unneces¬ 
sary  to  make  a  conforming  change  in 
Regulations  No.  5.  §  405.433  does  not  it¬ 
self  contain  the  “usual  and  customary” 
limitation  since  that  limit  is  imposed  on 
all  reasonable  cost  reimbursement  pur¬ 
suant  to  section  1814(b)  of  the  Social 
Security  Act,  42  U.S.C.  1395f(b)  and  20 
CFR  405.455.  The  “acquisition  cost”  lim¬ 
itation,  which  refers  to  the  price  gen¬ 
erally  and  currently  paid  by  providers,  is 
encompassed  by  the  provisions  in  §  405.- 
433,  which  limit  allowable  costs  to  the 
amount  which  a  prudent  and  cost- 
conscious  buyer  would  pay.  The  “prudent 
buyer”  concept  has  been  employed  ad¬ 
ministratively  by  the  Social  Security 
Administration  in  defining  reasonable 
cost  since  the  inception  of  the  Medicare 
program.  The  Social  Security  Adminis¬ 
tration  and  its  intermediaries  have  ex¬ 
perience  and  existing  procedures  for 
applying  this  limit. 

In  view  of  the  quadruple  limitation 
that  will  apply  to  multiple-source  drug 
reimbursement  under  title  XVIII — 
“maximum  allowable  cost,”  the  pro¬ 
vider’s  customary  charge,  the  “prudent 
buyer”  rule,  and  actual  cost  (g  405.433(a) 
(1)(1)) — no  program  purpose  would  be 
served  by  including  “acquisition  cost” 
as  a  limitation,  and  its  omission  will 
avoid  unnecessary  administrative  cost 
and  complication. 

Various  editorial  changes  have  also 
been  made  in  the  interest  of  clarity. 

Accordingly,  with  these  changes  and 
additions,  the  proposed  amendment  is 
adopted  and  is  set  forth  below. 

(Sections  1102,  1861  (v),  and  1871  of  the  So¬ 
cial  Security  Act,  49  Stat.  647,  as  amended, 
79  Stat.  322,  as  amended,  79  Stat.  331;  42 
U.S.C.  1302.  1395x(v)  and  1395hh;  223  (a). 
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(b) ,  (c) .  and  (d)  of  Pi.  92-603,  86  Stat.  1393. 
1394  (42  U.S.C.  1395x(v)  (1)  (A)  ). 

'  Effective  date:  This  regulation  shall 
be  effective  on  April  26, 1976. 

(It  Is  hereby  certified  that  we  have  evalu¬ 
ated  the  Inflationary  Impact  of  the  MAC  Reg¬ 
ulations  In  accordance  with  the  requirements 
of  Executive  Order  11821  and  QMB  Circular 
A-107.  We  find  that  the  regulations  do  not 
have  Inflationary  impact.  Therefore,  an  Infla¬ 
tion  Impact  statement  is  not  required.) 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  No.  13.800,  Health  Insurance  for  the 
Aged-Hospital  Insurance.) 

Dated:  July  30, 1975. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 

Approved:  August  8,  1975. 

Caspar  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Part  405  of  Chapter  III  of  Title  20  of 
the  Code  of  Federal  Regulations  is 
amended  by  adding  §  405.433  to  read  as 
follows: 

§  405.433  Determining  allowable  cost 
for  drugs. 

(a)  Principle.  (1)  The  allowable  cost 
for  any  multiple-source  drug  (as  de¬ 
scribed  in  paragraph  (b)  (1)  of  this  sec¬ 
tion)  may  not  exceed  the  lesser  of : 

(1)  The  actual  cost; 

(ii)  The  amount  which  would  be  paid 
by  a  prudent  and  cost-conscious  buyer 
for  such  drug  if  obtained  from  the  low¬ 
est-priced  source  that  is  widely  and 
consistently  available  (whether  sold  by 
generic  or  trade  name) ,  or 

(iii)  The  “maximum  allowable  cost” 
as  defined  in  45  CFR  19.5(c) . 

(2)  The  allowable  cost  for  any  other 
drug  may  not  exceed  what  a  prudent 
and  cost-conscious  buyer  would  pay  for 
that  particular  drug. 

(b)  Application.  (1)  Multiple-source 
drugs,  (i)  The  Department  of  Health, 
Education,  and  Welfare  will  publish  in 
the  Federal  Register,  from  time  to  time, 
a  list  of  specific  multiple-source  drugs 
and  their  “maximum  allowable  cost” 
limitations.  (See  45  CFR  Part  19.)  For 
these  drugs,  the  allowable  cost  (see 
§§  405.402  and  405.403)  may  not  exceed 
the  drug-ingredient  costs  incurred  in 
purchasing  such  drugs  that  would  be  paid 
by  a  prudent  and  cost-conscious  provider 
for  such  drugs  if  obtained  from  the 
lowest-priced  source  that  is  widely  and 
consistently  available  (whether  sold  by 
generic  or  trade  name) ;  except  that  the 
drug-ingredient  cost  incurred  in  pur¬ 
chasing  such  drugs  may,  in  no  case,  ex¬ 
ceed  the  maximum  allowable  cost  pub¬ 
lished  in  the  Federal  Register. 

(ii)  The  provisions  of  this  paragraph 
(b)(1)  are  applicable  to  those  multiple- 
source  drugs  purchased  by  providers  on 
or  after  the  effective  date  of  the  final 
MAC  determination  pursuant  to  45  CFR, 
Part  19.  Similarly,  an  amendment  to  a 
maximum  allowable  cost  determination 
for  a  drug  is  applicable  to  purchases  of 
such  drug  by  providers  on  or  after  the 
effective  date  of  the  amended  determi¬ 
nation. 
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(2)  Other  drugs.  For  drugs  other  than 
those  described  in  paragraph  (b)(1)  of 
this  section,  the  allowable  cost  (see 
§§  405.402  and  405.403)  may  not  exceed 
what  a  prudent  and  cost-conscious  buyer 
would  pay  for  that  particular  drug. 

(3)  Evaluation.  The  cost  of  any  drugs 
will  be  evaluated  in  terms  of  the  quanti¬ 
ties  and  purchasing  arrangements  at 
which  the  drugs  were,  in  fact,  purchased. 

(4)  Charge  to  beneficiaries.  No  charge 
may  be  made  to  the  beneficiary  for  any 
amount  of  any  drug  cost  not  reimbursed 
as  a  result  of  application  of  the  rule  of 
this  section. 

(c)  Exception.  Where  a  physician  cer¬ 
tifies  that  in  his  medical  judgment  a  spe¬ 
cific  brand  is  medically  necessary  for  a 
particular  patient,  the  provisions  of  par¬ 
agraph  (b)(1)  of  this  section  shall  not 
apply.  However,  the  physician  must  cer¬ 
tify  in  his  own  handwriting  the  medical 
necessity  for  the  exception.  An  example 
of  an  acceptable  statement  would  be 
“This  brand  is  medically  necessary — dis¬ 
pense  as  written.”  Merely  checking  a  box 
on  a  form  will  not  constitute  an  accept¬ 
able  certification.  The  provider  must  re¬ 
tain  such  certification  in  its  records. 

(d)  Appeals.  (1)  Amount  of  reim¬ 
bursement.  A  provider  may  appeal  the 
amount  of  reimbursement  determined 
under  this  section  (see  Subpart  R  of  this 
part)  except  that  it  may  not  appeal  un¬ 
der  Subpart  R  of  this  part: 

(1)  The  inclusion  of  any  multiple- 
source  drugs  on  the  published  listing,  or 

(ii)  The  established  maximum  allow¬ 
able  cost  for  any  drug. 

(2)  Inclusion  on  listing  or  maximum 
allowable  cost.  The  procedures  covering 
the  issues  described  in  paragraphs  (d) 
(1)  (i)  and  (d)  (1)  (ii)  of  this  section  are 
set  forth  in  45  CFR  Part  19. 

(FR  Doc.75-21461  Filed  8-14-76;8:45  am] 


Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH,  EDUCATION, 
AND  WELFARE 

PART  50— POLICIES  OF  GENERAL 
’  APPLICABILITY 

Maximum  Allowable  Cost  for  Drugs 

On  January  20,  1975,  there  was  pub¬ 
lished  in  the  Federal  Register  (40  FR 
3218)  a  notice  of  proposed  rulemaking 
which  proposed  to  add  a  new  subpart  E, 
entitled  “Maximum  Allowable  Cost  for 
Drugs”,  to  Part  50  of  Title  42,  Code  of 
Federal  Regulations.  The  proposed  new 
subpart  E  was  designed  to  establish 
upper  limits  for  the  amount  of  program 
funds  (i.e.,  Federal  funds  and  non-Fed- 
eral  funds  required  to  be  expended  as  a 
condition  to  receiving  such  Federal 
funds)  which  may  be  expended  for  the 
purchase  of  any  drug  under  any  health 
services  delivery  program  covered  by 
subpart  E,  and  was  in  conformance  with 
the  November  15,  1974,  proposed  regula¬ 
tions  governing  all  health  programs  of 
the  Department  (39  FR  40302). 

The  January  20  notice  of  proposed 
rulemaking  specified  that,  for  a  list  of 
selected  multiple  source  drugs,  the 
amount  of  program  funds  which  may  be 
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expended  would  be  limited  to  the  lower 
of  the  Maximum  Allowable  Cost  (MAC) 
established  for  each  such  drug  by  a 
Pharmaceutical  Board  appointed  by  the 
Secretary  or  the  actual  acquisition  cost 
of  the  drug  plus  25  percent  of  the 
amount,  if  any,  by  which  the  MAC  for 
such  drug  exceeds  the  actual  acquisition 
cost,  plus,  in  certain  circumstances,  a 
reasonable  dispensing  fee. 

Comments  on  the  proposed  Public 
Health  Service  regulations  were  received 
from  12  respondents.  With  the  excep¬ 
tion  of  one  comment,  all  referred  to  the 
proposed  Departmental  MAC  regula¬ 
tions;  so  that  responses  thereto  are  in¬ 
corporated  in  the  preamble  to  the  final 
Departmental  MAC  regulations  (45  CFR 
Part  19)  which  was  published  in  the 
Federal  Register  on  July  31,  1975  (40 
FR  32283).  The  only  comment  which 
explicitly  addressed  the  proposed  PHS 
regulations  indicated  opposition  to  the 
statement  in  proposed  §  50.504(a)  (2)  (ii) 
that  the  Secretary,  in  determining 
whether  a  dispensing  fee  is  reasonable, 
will  take  into  account  the  professional 
fee  as  determined  by  the  State  for  pur¬ 
poses  of  Title  XIX  (Medicaid)  of  the 
Social  Security  Act.  The  objection  was 
based  on  the  respondent’s  contention  that 
the  reimbursement  policies  of  the  State 
Medicaid  programs  are  inadequate.  The 
Secretary  has  concluded  that  the  State 
Medicaid  fee  must  be  taken  into  account. 
It  should  be  noted,  however,  that  such 
fee  is  one  of  several  factors  to  be  evalu¬ 
ated  in  determining  whether  a  dispensing 
fee  is  reasonable,  and  is  not  necessarily 
controlling. 

The  regulations  as  set  out  below  have 
been  changed  in  several  respects  to  con¬ 
form  with  the  final  Departmental  MAC 
regulation.  Accordingly,  the  reasons  for 
such  changes  are  set  forth  in  detail  in  the 
preamble  to  the  Departmental  regula¬ 
tions.  In  summary,  however,  the  PHS 
regulations  as  set  out  below  provide  (in 
accordance  with  the  Departmental  reg¬ 
ulations)  that  the  upper  limit  for  the 
amount  of  program  funds  which  may  be 
expended  for  acquisition  of  a  drug  has 
been  changed  to  be,  in  general,  the  lower 
of  (1)  the  MAC,  if  any,  for  the  drug  plus 
a  reasonable  dispensing  fee;  (2)  the 
acquisition  cost  of  the  drug  plus  a  reason¬ 
able  dispensing  fee:  and  (3)  the  provid¬ 
er’s  usual  and  customary  charge  to  the 
general  public  for  the  drug.  “Acquisition 
cost”  is  defined  to  mean  the  price  gen¬ 
erally,  and  currently  paid  by  providers 
for  a  drug  marketed  or  sold  by  a  par¬ 
ticular  formulator  or  labeler  in  the  pack¬ 
age  size  most  frequently  purchased  by 
providers.  Where  a  particular  brand  of 
drug  is  prescribed  for  a  patient  and  the 
prescriber  certifies  in  his  own  handwrit¬ 
ing  that  that  brand  is  medically  neces¬ 
sary  for  that  particular  patient,  however, 
the  MAC  does  not  apply. 

Accordingly,  subpart  E  of  Part  50  of 
Title  42,  CFR,  is  adopted  as  set  forth 
below. 

Effective  date:  These  regulations  shall 
become  effective  on  April  26,  1976. 

(It  is  hereby  certified  that  we  have  evalu¬ 
ated  the  Inflationary  Impact  of  the  MAC 
Regulations  in  accordance  with  the  require- 
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ments  of  Executive  Order  11821  and  OMB 
Circular  A-107.  We  find  that  the  regulations 
do  not  have  inflationary  impact.  Therefore, 
an  inflation  impact  statement  is  not  re¬ 
quired)  . 

Dated:  July  30,  1975. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  August  8,  1975. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Subpart  E  is  added  to  Part  50  as 
follows: 

Subpart  E — Maximum  Allowable  Cost  for  Drugs 
Sec. 

50.501  Applicability. 

50.502  Definitions. 

50.503  Policy. 

50.504  Limitation  to  maximum  allowable 

co6t  of  drugs. 

Authority:  Secs.  215,  58  Stat.  690,  as 
amended  (42  U.S.C.  216). 

Subpart  E — Maximum  Allowable  Cost  for 
Drugs 

§  50.301  Applicability. 

This  subpart  is  applicable  to  programs 
or  projects  for  health  services  which  are 
supported  in  whole  or  in  part  by  Federal 
financial  assistance,  whether  by  grant 
or  contract,  administered  by  the  Public 
Health  Service.  It  applies  to  Federal 
funds  and  to  non-Federal  funds  which 
are  required  to  be  expended  as  a  condi¬ 
tion  to  receiving  Federal  funds  under 
such  programs  or  projects. 

§  50.502  Definitions. 

As  used  in  this  subpart : 

(a)  “Public  Health  Service”  means 
the  Office  of  the  Assistant  Secretary  for 
Health,  Health  Sendees  Administration, 
Health  Resources  Administration,  Na¬ 
tional  Institutes  of  Health,  Center  for 
Disease  Control,  Alcohol,  Drug  Abuse 
and  Mental  Health  Administration,  Food 


and  Drug  Administration,  and  all  of  their 
constituent  agencies. 

(b)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  authority  involved  has 
been  delegated. 

(c)  “Program  funds”  means  (1)  Fed¬ 
eral  funds  provided  through  grant  or 
contract  to  support  a  program  or  project 
covered  by  §  50.501,  and  (2)  any  non- 
Federal  funds  that  are  required  as  a 
condition  of  such  grant  or  contract  to  be 
expended  to  carry  out  such  program  or 
project. 

(d)  “Provider”  means  one  who  fur¬ 
nishes  medical  or  pharmaceutical  services 
or  supplies  for  which  program  funds 
may  be  expended  under  any  of  the  pro¬ 
grams  or  projects  described  in  §  50.501. 

(e)  “Acquisition  cost”  means  the  price 
generally  and  currently  paid  by  providers 
for  a  drug  marketed  or  sold  by  a  par¬ 
ticular  formulator  or  labeler  in  the  pack¬ 
age  size  of  drug  most  frequently  pur¬ 
chased  by  providers,  as  determined  by  the 
Secretary  on  the  basis  of  drug  price  in¬ 
formation  furnished  by  the  Department. 

§  50.503  Policy. 

It  is  the  policy  of  the  Secretary  that 
program  funds  which  are  utilized  for  the 
acquisition  of  drugs  be  expended  in  the 
most  economical  manner  feasible.  In 
furtherance  of  this  policy,  the  Secretary 
has  established,  in  45  CFR  Part  19,  a  pro¬ 
cedure  for  determining  the  Maximum 
Allowable  Cost  for  drugs  which  are  pur¬ 
chased  with  program  funds. 

§  50.504  Allowable  cost  of  drugs. 

(a)  The  maximum  amount  which  may 
be  expended  from  program  funds  for  the 
acquisition  of  any  drug  shall  be  the 
lowest  of 

(1)  the  maximum  allowable  cost 
(MAC)  of  the  drug,  if  any,  established  in 
accordance  with  45  CFR  Part  19,  plus  a 
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dispensing  fee  determined  by  the  Secre¬ 
tary  in  accordance  with  paragraph  (b) 
of  this  section,  to  be  reasonable; 

(2)  the  acquisition  cost  of  the  drug 
plus  a  dispensing  fee  determined  by  the 
Secretary,  in  accordance  with  paragraph 

(b)  of  this  section,  to  be  reasonable;  or 

(3)  the  provider’s  usual  and  customary 
charge  to  the  public  for  the  drug:  Pro¬ 
vided,  That  the  MAC  established  for  any 
drug  shall  not  apply  to  a  brand  of  that 
drug  prescribed  for  a  patient  which  the 
prescriber  has  certified,  in  accordance 
with  paragraph  <c)  of  this  section,  is 
medically  necessary  for  that  patient; 
And  Provided  further,  That  where  com¬ 
pensation  for  drug  dispensing  is  included 
in  other  costs  allowable  under  the  ap¬ 
plicable  program  statute  and  regula¬ 
tions,  the  terms  and  conditions  of  the 
grant  or  contract,  and  the  applicable 
cost  principles  prescribed  in  45  CFR 
Part  74,  no  separate  dispensing  fee  will 
be  recognized. 

(b)  In  determining  whether  a*  dis¬ 
pensing  fee  is  reasonable,  the  Secretary 
will  take  into  account  (1)  cost  compo¬ 
nents  such  as  overhead,  professional 
services,  and  profits,  (2)  payment  prac¬ 
tices  of  third-party  payment  organiza¬ 
tions,  including  other  Federal  programs 
such  as  titles  XVI13  and  XIX  of  the  So¬ 
cial  Security  Act;  and  (3)  any  surveys  by 
States,  universities  or  others  of  costs  of 
pharmacy  operations  and  the  fees 
charged  in  the  particular  area. 

(c)  a  certification  by  a  prescriber, 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion,  that  a  brand  of  drug  is  medically 
necessary  for  a  particular  patient  shall 
be  in  the  prescriber’s  own  handwriting, 
in  such  form  and  manner  as  the  Secre¬ 
tary  may  prescribe.  An  example  of  an 
acceptable  certification  is  the  notation 
“brand  necessary”.  A  procedure  for 
checking  a  box  on  a  form  will  not  con¬ 
stitute  an  acceptable  certification. 
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